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Status 

1 )^ Responsive to communication(s) filed on 08 October 2009 . 
2a )□ This action is FINAL. 2b)|3 This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 4.6-17. 19.21.22.24.27-33.35-37.39.40 and 43-49 is/are pending in the application. 
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5) n Claim(s) is/are allowed. 
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Application Papers 
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10)^ The drawing(s) filed on 17 November 2004 is/are: a)^ accepted or b)^ objected to by the Examiner. 
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Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
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application from the International Bureau (PCT Rule 17.2(a)). 
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DETAILED ACTION 

This action is responsive to communication filed 10/8/2009. Tine status of tine 
claims is as follows: claims 4, 6-10 and 43-49 are under current examination and claims 
1 1-17, 19, 21 , 22, 24, 27-33, 35-37, 39 and 40 are withdrawn. 

Any rejection(s) or objection(s) not reiterated herein has been withdrawn. 
To allow entry of the rejection(s) set forth herein, the instant office action is non- 
final. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
malting and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 4, 6-10, 43-45 and 47-49 are rejected under 35 U.S.C. 112, first 
paragraph, as failing to comply with the written description requirement. The 

claim(s) contains subject matter which was not described in the specification in such a 
way as to reasonably convey to one skilled in the relevant art that the inventor(s), at the 
time the application was filed, had possession of the claimed invention. The claims are 
drawn to a purified or non-naturally occurring mutant polypeptide comprising an amino 
acid sequence which is at least 95, 96, 97, 98 or 99% identical to the retroviral envelope 
polypeptide amino acid sequence shown in SEQ ID NO: 2 wherein said polypeptide is 
a) capable of mediating infection of a cell by use of the polytropic/xenotropic receptor 
encoded by the Rmcl locus of the NIH Swiss inbred NFS/N mouse for entry and unable 
of mediating infection of a cell by use of a human polytropic/xenotropic receptor 
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encoded by the human RMC1 locus or b) capable of mediating infection of a human cell 
and wherein said polypeptide of (b) differs from SEQ ID N0:2 by at least one 
substitution in the VR3 region of SEQ ID N0:2. 

The following quotation from section 2163 of the MPEP is a brief discussion of 
what is required in a specification to satisfy the 35 U.S.C. 112 written description 
requirement for a generic claim covering several distinct inventions: 

The written description requirement for a claimed genus may be satisfied tlirougli 
sufficient description of a representative number of species by actual reduction to practice (see i)(A), 
above), reduction to drawings (see i)(B), above), or by disclosure of relevant. Identifying 
characteristics. I.e., structure or other physical and/or chemical properties, by functional characteristics 
coupled with a known or disclosed correlation between function and structure, or by a combination of 
such identifying characteristics, sufficient to show the applicant was in possession of the claimed 
genus (see i)(C), above). See Eli Lilly, 119 F.3d at 1568, 43 USPQ2d at 1406. 

A "representative number of species" means that the species which are adequately 

described are representative of the entire genus. Thus, when there Is substantial variation within the 

genus, one must describe a sufficient variety of species to reflect the variation within the genus. 

Thus, when a claim covers a genus of inventions, the specification must provide written 
description support for the entire scope of the genus. Support for a genus is generally 
found where the applicant has provided a number of examples sufficient so that one in 
the art would recognize from the specification the scope of what is being claimed or 
through disclosure of a functional characteristic of the claimed genus coupled with a 
known or disclosed non-functional characteristic (structure) that correlates to the 
function. 

Structurally, as noted above, the claims are drawn to a purified or non-naturally 
occurring mutant polypeptide comprising an amino acid sequence which is at least 95, 
96, 97, 98 or 99% identical to the retroviral envelope polypeptide amino acid sequence 
shown in SEQ ID NO: 2. Note that the sequence set forth by SEQ ID NO: 2 contains 
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639 amino acids in its entirety. A sequence wliicli is at least 95, 96, 97, 98 or 99% 
identical to the 639 amino acid sequence set forth by SEQ ID NO: 2 allows for a 6 to 32 
amino acid difference in homology. Further, as claimed, such an amino acid difference 
may occur at any position of the sequence wherein the differing amino acid may be any 
one of the existing 20 amino acids, each of which possesses differential properties, 
including space-filling volume, charge, hydrophobicity, psi/pfi angles etc. 

Functionally, the claims are drawn to a polypeptide that is a) capable of 
mediating infection of a cell by use of the polytropic/xenotropic receptor encoded by the 
Rmcl locus of the NIH Swiss inbred NFS/N mouse for entry and unable of mediating 
infection of a cell by use of a human polytropic/xenotropic receptor encoded by the 
human RMC1 locus or b) capable of mediating infection of a human cell and wherein 
said polypeptide of (b) differs from SEQ ID N0:2 by at least one substitution in the VR3 
region of SEQ ID N0:2. Note that while the claims are drawn to a wide scope of 
polypeptides in view of the claimed structure, the claims are drawn to polypeptides 
comprising specified functions (e.g. infection via binding of a specific receptor). 

The instant specification provides support for a number of mutations/substitutions 
including those found in Table 8 but such double mutants merely provide substitutions 
at positions 212/213 and such substitutions only contain a select few of amino acids. In 
addition, the specification fails to provide a structure to function correlation which 
supports the wide scope of different polypeptides as claimed wherein the polypeptides 
have at least 32 amino acids that are not homologous to the sequence set forth by SEQ 
ID NO: 2 at any site of the sequence using any amino acid that are capable of 
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performing the specified functions as claimed. It is noted that some non-homologous 
amino acids at some sites may produce steric effects, affecting the overall structure and 
function of the protein; see instant specification which describes steric problems which 
may affect the binding of the protein to a specific receptor by introducing an amino acid 
with a small side with one that has a larger space-filling volume (p. 8, lines 29+). This 
issue, however, was further ascertained. Separately, the prior art teaches that a 
substitution of a single amino acid may affect both the structural folding and function of 
the protein (see Bowie et al., Science, 1990). 

In view of the wide scope of the polypeptide structures claimed and the lack of 
support provided by the instant specification in disclosing any structure to function 
correlation, the claims are rejected as lacking adequate written description in the instant 
specification. 

Allowable Subject Matter 
Claim 46 is objected to as being dependent upon a rejected base claim, but 
would be allowable if rewritten in independent form including all of the limitations of the 
base claim and any intervening claims. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MICHELLE HORNING whose telephone number is 
(571)272-9036. The examiner can normally be reached on Monday-Friday 8:00-5:00 
EST. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Larry Helms can be reached on 571-272-0832. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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Primary Examiner, Art Unit 1648 



